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BioForm Medical – RADIESSE for HIV Lipoatrophy 

 
1. Up to 11 cc. per treatment of Radiesse is required to achieve an optimal cosmetic 

effect, and precise placement of the material in the correct dermal plane (sub-dermal 
layer) is important. Please advise FDA whether a physician training program is 
indicated for those wishing to use this device, and if so, what type of training would 
be appropriate. 
 

2. Radiesse is composed of CaHA which is visible radiographically. The sponsor was 
asked to provide a better understanding of how this device will look in the skin of the 
face and to assess the pattern of migration of any particles of Radiesse. Provided for 
your review were radiographs taken at several time points to assess the possibility of 
this device mimicking a tumor or hiding a soft tissue tumor, as well as device 
migration. Please comment on the adequacy of the information to assess the risks 
associated with this device mimicking a tumor or hiding a soft tissue tumor after 
injection. 
 

3. 21 CFR 860.7(d)(1) states that there is a reasonable assurance that the device is safe 
when it can be determined that the probable benefits to health from use of the device 
for its intended uses, when accompanied by adequate instructions for use and 
warnings against unsafe use, outweigh any probable risks. Considering the data in the 
PMA, please comment on whether there is a reasonable assurance that the device is 
safe. 
 

4. 21 CFR 860.7(e)(1) states that there is a reasonable assurance that a device is 
effective when it can be determined, based on valid scientific evidence, that in a 
significant portion of the target population, the use of the device for its intended uses 
and conditions of use, when accompanied by adequate directions for use and 
warnings against unsafe use, will produce clinically significant results. Considering 
the data in the PMA, is there reasonable assurance that the device is effective? 
 

5. The sponsor has provided 12 month data to support the safety and effectiveness of 
their device. Adverse events were few and generally minor. The device itself, CaHA, 
is intended as a long term implant. Based on the data provided, and the length of 
follow-up in the clinical trial, do you feel that a post-approval study is indicated to 
assess further long term safety or effectiveness issues? 


